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21 CFR Ch. I (4–1–11 Edition) § 205.6 

submitted to the State licensing au-
thority as required by such authority. 

(Approved by the Office of Management and 
Budget under control number 0910–0251) 

§ 205.6 Minimum qualifications. 
(a) The State licensing authority 

shall consider, at a minimum, the fol-
lowing factors in reviewing the quali-
fications of persons who engage in 
wholesale distribution of prescription 
drugs within the State: 

(1) Any convictions of the applicant 
under any Federal, State, or local laws 
relating to drug samples, wholesale or 
retail drug distribution, or distribution 
of controlled substances; 

(2) Any felony convictions of the ap-
plicant under Federal, State, or local 
laws; 

(3) The applicant’s past experience in 
the manufacture or distribution of pre-
scription drugs, including controlled 
substances; 

(4) The furnishing by the applicant of 
false or fraudulent material in any ap-
plication made in connection with drug 
manufacturing or distribution; 

(5) Suspension or revocation by Fed-
eral, State, or local government of any 
license currently or previously held by 
the applicant for the manufacture or 
distribution of any drugs, including 
controlled substances; 

(6) Compliance with licensing re-
quirements under previously granted 
licenses, if any; 

(7) Compliance with requirements to 
maintain and/or make available to the 
State licensing authority or to Fed-
eral, State, or local law enforcement 
officials those records required under 
this section; and 

(8) Any other factors or qualifica-
tions the State licensing authority 
considers relevant to and consistent 
with the public health and safety. 

(b) The State licensing authority 
shall have the right to deny a license 
to an applicant if it determines that 
the granting of such a license would 
not be in the public interest. 

§ 205.7 Personnel. 
The State licensing authority shall 

require that personnel employed in 
wholesale distribution have appro-
priate education and/or experience to 
assume responsibility for positions re-

lated to compliance with State licens-
ing requirements. 

§ 205.8 Violations and penalties. 
(a) State licensing laws shall provide 

for the suspension or revocation of li-
censes upon conviction of violations of 
Federal, State, or local drug laws or 
regulations, and may provide for fines, 
imprisonment, or civil penalties. 

(b) State licensing laws shall provide 
for suspension or revocation of li-
censes, where appropriate, for viola-
tions of its provisions. 

§ 205.50 Minimum requirements for 
the storage and handling of pre-
scription drugs and for the estab-
lishment and maintenance of pre-
scription drug distribution records. 

The State licensing law shall include 
the following minimum requirements 
for the storage and handling of pre-
scription drugs, and for the establish-
ment and maintenance of prescription 
drug distribution records by wholesale 
drug distributors and their officers, 
agents, representatives, and employees: 

(a) Facilities. All facilities at which 
prescription drugs are stored, 
warehoused, handled, held, offered, 
marketed, or displayed shall: 

(1) Be of suitable size and construc-
tion to facilitate cleaning, mainte-
nance, and proper operations; 

(2) Have storage areas designed to 
provide adequate lighting, ventilation, 
temperature, sanitation, humidity, 
space, equipment, and security condi-
tions; 

(3) Have a quarantine area for stor-
age of prescription drugs that are out-
dated, damaged, deteriorated, mis-
branded, or adulterated, or that are in 
immediate or sealed, secondary con-
tainers that have been opened; 

(4) Be maintained in a clean and or-
derly condition; and 

(5) Be free from infestation by in-
sects, rodents, birds, or vermin of any 
kind. 

(b) Security. (1) All facilities used for 
wholesale drug distribution shall be se-
cure from unauthorized entry. 

(i) Access from outside the premises 
shall be kept to a minimum and be 
well-controlled. 

(ii) The outside perimeter of the 
premises shall be well-lighted. 
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